JEKJIAPAIIASA O COOTBETCTBHHA

JEKJAPART, MIPHHUMAIOIAN JEKJAPAITAIO O COOTBETCTBHH

AO "Canodhu Poccusn"

Ceedenus 0 pezucmpayuu opzanusayuu; Mexcpasionnas uncnexyus edepanvHon Hanoz2oeot cayxcbvl Ne 46 no
2, Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepckan, 0. 22. Teneqpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvuviii dupexmop Mowne O.A,

Hoeepennoe nuyo: Cmenanos C.C., dogepennocms 6/n om 01,12.2017

3AABJSIET, UTO

nexapcmeentoe cpedocmao; Amapun, mabaemxu 3 Mz 15 wm., ynaxoexu Auetikogole kovmypHuie (2), nauxu
kapmounnvie, PY Ne II N015530/01 om 23.03.2009 (0ama 3amenw 13.12.2016) evioano Canogu-Aeernmuc
Hoitunano ImbX, cepus U733, napmun 24864 ynaroeox, zoden 0o 30.09,2021, npouzeodcmsea Canogu C.n.A.,
Hmanusn, Sanofi Sp.A., S.5. 17 km 22, 67019 Scoppito (AQ), Italy, koo OKII[]2 21.20.10.119, koo TH B3J
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9485061851 om 07.03.2019

COOTBETCTBYET TPEBOBAHUSIM
ITN015530/01-070410 uzm. Ne 1-5

JAEKJTAPATIAS ITPUHATA HA OCHOBAHHHN
npomoxon ucneimaruii Ne 7040 om 13.03.2019 HJT OO0 HI] "PAPMOBKOPOHA", ammecmam axxpeoumayuu
POCC RU.0001.21DJ/140, Cepmugpuxam POCC IT. ®M08.C35934 om 13.03.2019

JIATA TIPUHATHS NEKJIAPAIIVH 13.03.2019
WAL
JEKTAPAT(HS IEACTBUTETLHA JO 30.09.2021
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CBEJEHMUS O PETUCTPAITN

OPTAH 110 CEPTHO®HUKAIIVIH, 3APErMICTPUPOBABIITHI JEKJIAPAIIHIO

RA.RU.11PMO8 OPIAH IO CEPTHOHKALIHH ITPONVKI[HH OFI[ECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)XHOH LJEHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu: 115280, 2. Mocxea, yr. Macmepxosa, 0, 4, am. 5, nom. I, koM. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oykk.peh.

AEKJNAPAIIAS O COOTBETCTBHM 3APETHCTPHPOBAHA M POCC RU J-IT.®M08.A.18535/19
JATA PETMCTPAIIHH /3.03.2019
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CepTHduKAT COOTBETCTBHS

Ceprudukar anamnza/

SANOFI v g

Caxodu C.n.A.

Crpaga Cratane 17, km 22
67019 Ckonnuro (AQ)
Hranus

Ten. 439 0862 717021 / 7151
Pakc +39 0862 714005

SCO 80013502
Amapun 3 mr, 2x15 cpr CP RU

Jlexapcreennas dopma: TABJIETKH; ynakoskaBulk: 6nnctep

AJIIOMHUHUITIBX
Koa GMID 00240422
Lotto/Cepus U733
Prod./Hara 25-OKT- 2018
NpOM3BOACTBA!
Hocee npenapata: 120490000TA0C0003

HopmaTneHeiii

HopmaTueHrbiit nokyment Ne [T NO15530/01-070410

CpoK rogHOCTH: CEHTABPB- 2021

JIOKYMEHT:

SAGGI/IIOKA3IATEJIH LIMITI/HOPMA RISULTATI/PE3YJIBTAT
CARATTERISTICHE / XAPAKTEPHCTHKH

Aspetto / Onucanne Compresse oblunghe, piatte, Compresse oblunghe, piatte,

con linea di rottura su
entrambi i lati /
[Mponoaroeatele, niiockue
TabJIETKH, ¢ pa3AeHTENLHOM
puckoii Ha obenx cTopoHax

Incisione NMN e “A”
stilizzata su entrambi i lati /
I'paBupoBka NMN 1
CTHNH30BaHHaA “h” Ha ABYX

Codifice / Koa {rpaBuposxa)

CTOpOHaX
Colore / Lipet Giallo pallido / BreaHo-
WenTbli
IDENTIFICAZIONI/ TIOJNWHHOCTE TJIMMEINUWPHITA
LC/B2XX Conforme / CooTBeTcTBYET
Infrarosso / UK Conforme / CootBeTcTBYET
Agente colorante / [ToaANHHHOCT Conforme / CooTaerctayer
KpacHTes
IMMOKA3ATENH
Dissoluzione valore medio / AVG >=85 %

3HAYEHHE PAacTBOPEHNA MoCne
15 muryt (Q=80 %)
Dissoluzione valore minimo / MIN >=85 %

rap_coa_resultats v5

con linea di rottura su
entrambi i lati /
[Tpononrosatrie, niockue
TAbNETKH, C pa3ieNMTENLHOH
pHckoii Ha obenx cTopoHax

Incisionc NMN ¢ “f”
stilizzata su entrambi i lati /
I"'paBupoeka NMN n
CTHAN30BaHHAA “fi”" Ha NBYX
CTOpoH2X

Giallo pallilo / Brento
JKESUThIi

Conforme / CooraeTcTByeT

Non testato su questo lotto.
Frequenza test: un lotto all’
anno / He BeinonHaeTcs Ha
sTofi cepun. YactoTa: ogHa
CEpHR B rol

Non testato su questo lotto,
Frequenza test; un lotto all’
anno / He BoinonHseTca Ha
3ToH cepun. YactoTa: onHa
cepus B rof

104 %

104 %
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Cepruduxar ananusa/
CepTHdHKAT COOTBETCTBHS
Canodu C.n.A.
Crpana Crartane 17, km 22

67019 Ckonnuro (AQ)
Hranua

Ten. 439 0862 717021 / 7151
Daxc +39 0862 714005

SANOFI vz

SCO 80013502
Amapun 3 mr, 2x15 cpr CP RU

Jlexapersennan opma: TABJIETKH; ynakoskaBulk: Gnucrep

ATIOMUHHUI/TIBX
Koa GMID 00240422
Lotto/Cepus U733
Prod./JiaTa 25-0KT- 2018 CpoK rogHoCTH:
NPOH3BOJICTRA;
Hocwe npenapara: 120490000TA00003

HopmaTueHbIi
JOKYMEHT:

Hopmatusnbiii aokyment Ne I1 NO15530/01-070410

CEHTBPb- 2021

SAGGITIOKA3ATEJIH LIMITI/HOPM A

RISULTATI/PE3YJBTAT

3HaYeHHEe pACTBOPEHHA Mocne
15 MuHyT
Valutazione dissoluzione

/ Ouenka pacteopenms (Esp.®.) Conforme stage 1/ Craaua |

COOTBETCTBYET
Uniformita di dosaggio / Conforme stage [/ Ctanua I

OOHOPOIHOCTH AO3IHPOBAHHS O P IBYET

(Ep.. 2.9.40)
IMPUREZZE / POONCTBEHHbGIE
COEJIMHEHHA

Glimepiride-Sulfonamide /

Cnumenupua-cynsboHamun >=04 %

Altra singola / npyras eqfuHH4YHAA >=0,2 %
MpHMECh

Total impurezze / cymmapHoe
CONEPKAHHE NPHUMECEH

TITOLO / KOJIMMECTBEHHOE

>=09%

OINPEAENEHHUE

Titolo (LC) / KonMuyecTBeHHOE

conepatte (BIXX) 2,85 - 3,15 mr/ Tabnerky
MICROBIOLOGICO / MUKPOBHOJOTHYECKAA YUCTOTA
Obuwee kcno aapobHbIX <= 10°

MHKpoopradusMos (TAMC; KOE/T)

O6Luee HCNO APONOKEBBIX H <= 10?

mnecHeBbix rpubor (TYMC, KOE/r)

Escherichia coli Assente / g — OTcyTCTBYET/ T
CONTROLLO MATERIALE CONFEZIONAMENTOQ /KOHTPOJIb
YMNAKOBOYHOIO MATEPHAJIA
Controllo confezionamento /
KOHTPOJIb YITAKOBOYHOI'O
MATEPHANA

Conforme / CooTBeTCTBYET

rap_coa_resultats v5

Conforme stage [/ Cranua |
COOTBETCTBYET

Conforme stage [/ Ctaama 1
COOTBETCTBYET

0,1 %

Non rilevabile / He
obHapyKeHbl
0,1 %

2,96 mr/ TabneTky
< 10
< 10

Assente / g — Oreyrtersyer /1

Conforme / CootsetcrByeT

CTpaHuué 2/3




Ceprudukar ananusa/ SANOFI 3

CepTudHKAT COOTBETCTBYS
Canodu C.n.A.
Crpaga Crarane 17, km 22

67019 Cxonnuro (AQ)
Uranus

Ten. +39 0862 717021/ 7151
Qakc +39 0862 714005

SCO 80013502
Amapun 3 mr, 2x15 cpr CP RU
Jlexapcreennan ¢opma: TABJIETKH; ynakoskaBulk: 6auctep

AJIIOMUHHITIBX
Kon GMID 00240422
Lotto/Cepus U733
Prod./Jlata 25-0OKT- 2018 Cpok rOAHOCTH: CEHTABPbL- 2021
MPOM3BOACTRA:
Jocee npenapara: 120490000TA00003
HopmatHeHBIH Hopmatueneiit gpokymenr Ne I1 NO15530/01-070410
JOKYMEHT:
SAGGITIOKA3IATEJH LIMITI/HOPMA RISULTATI/PE3YJBLTAT

PesynbTaTel aHanM3a Ha MHKPOGHONOTHYECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM PEFHCTPALIHOHHOIO AOCKE H
BHYTPEHHHX MeTOAHK. [laHHag cepHa npenaparta Gbina H3rCTOB/IEHA, BKMIOYaA YNAKOBKY H KOHTPOIb KAYECTRA, B
NOAHOM COOTBETCTBHH ¢ AEHCTBYIOMHMHK TpeboBaunamu npasun Haanexanieil npou3BoACTBEHHOHR NPAaKTHKH
(GMP), yCTaHOBNIEHHBIMH MECTHBIMH PErYAATOPHEIMH OpPraHaMH, & TaKKE B COOTBETCTBHH CO CneuudHKALNAMH,
MpeAyCMOTPEHHBIMH PErHCTPALHOHHBIM Y A0CTOBEPEHHEM CTPaHbI-UMnopTepa. OTYET! MO H3TOTOBNEHMIO,
YNIAKOBKE M aHaNH3y cepi GbINH NpoBepeHsl U NPH3HAHBI COOTBETCTBYIOLIMMH TpeGoBaHUAM. OTKIOHEHHA IO
KauecTBY, €C/IH TAKOBHIE HMEIOTCA, ObIIH NOMHOCTHIO paccnegoBaHbl H 0ao6pensl. HacToAwMM A noaTeepxaaio,
4TO NpeACTaBIeHHAsA BhIlIE HHPOPMALKA ABNAETCA NOLTHHHON H TOUHOIA.

3akaouenne ynoJHOMOYeHHOTO JANA

Decision/3axmouense: Approvato / YTeepwieHa
Date/sara: 25-02-2019 17:10

Decisins GA/OrBeTcTBeHHDII IMponepun Hxaudpanka (Properzi Gianfranca)
32 obecnesenne KAaYecTBa:

CepTuguxaT aHanH3a UMEET WIEKTPOHHYIO MOLNHUCH, NOMYYEHHYIO MPH NTOMOLLH BATHAHPOBAHHOM
naboparopHoi HHOOPMaLIHOHHOH CHCTEMBI.

/TleuaTs/: Canodpn C.n.A. ¥ YnonHomouerHoe AnLo * (Aneccannpa Maypuuuo (Dr. Alessandra

Maurizio))
Hloanucw/
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Certificate of Analysis and

sanofi S.p.A.

Conformance

SANOFI .

Stabilimento: SCOPPITO

Strada Statale 17, Hm 22
67019 Scoppite (AQ)
Ttaly
Tel: +39 0862 717021 / 7151
Fax: +39 0B62 714005

SCO 80013502

Amaryl 3mg,2x15cpr CP RU

Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 00240422
Lotto/Batch: 0733
Prod. /Mfg: 25-0CT-2018 Scad./Exp.: SEP-2021
Dossier reference: 1203:490000TA0C003
Normative Document: Normative Document No., P N0O15530/01-070410
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Cclore / Color
IDENTIFICAZIONI/IDENTIFICATION
LC

Infrarosso / IR

Agente colorante/Coloration agent

TESTS
Disgoluzione valore medio /AVG value
{Q=080%):

Dissoluzione valore minimo /MIN value

dissolution after 15°

dissolution after 15':

Valutazione dissoluzione / Dissolution
evaluation (Ph.Eu.}

Uniformitd di dosaggio/Uniformity of
dosage units (Ph.Eur. 2.9.40}
IMPUREZZE/DEGRADATION IMPURITIES
Glimepiride-Sulfonamide /
Glimepirid-Sulfonamide

Altra singola / Others each

Totali impurezze / Related substances

total

Compresae cblunghe, piatte, con linea di Compresse oblunghe, piatte, con

rottura su entrambi i lati / Oblong,

flat tablets with bilateral score-line
Incisione NMN e "h" stilizzata su
entrambi i lati / Engraving NMN and
stylized "h" on both sides

Giallo pallido / Pale yellow

Conforme / Comply
Conforme / Comply

Conforme / Comply

>= 85 %

»= BH %

conforme stage I / Stage I

conforms

Conforme / Comply

<= 0.4 %

<= 0.2 %
<= 0,9 %

linea di rottura su entrambi i
lati / Oblong, flalL Lablets with
pilateral score-line

Incisione BMN e "h" stilizzata
st entrambi i lati / Engraving
NMN and stylized "h" on both
sides

Giallo pallido / Pale yellow

Contorme / Comply

Non testato su questo lotto.
Frequenza test: un lotto
all’anno/Non performed on this
batch. Frequency: one batch/year
Non testato su gquesto lotto.
Fregquenza test: un lotto
all’anno/Non performed on this

batch, Frequency: one batch/year
104 %

104 %

Conforme stage 1 / Stage I
conforms

Conforme stage I / Stage I

conforms

Non rilevabile/Not deteclLable
0.1 %
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Certificate of Analysis and

Conformance SA N O F | X J

Stabilimento: SCOPPITO

sanafi S.p.A.

Strada Statale 17, Km 22
67019 Scoppito (AQ)
Ttaly

Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

~
8CO_80013502

Amaryl 3mg,2xl5cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 00240422
Lotto/Batch: 0733
Prod. /Mfg: 25-0CT-2018 Scad. /Exp.: SEP-2021

Dossier reference: 120490000TAOQ003
|[Normative Document: Normative Document No. P N015530/01-070410

7

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
TITOLO/ASSAY

Titolo (LC} / Content ({(LC) 2.85 - 3.15 [tbl] 2.96 mg (tbl]
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY 1= St

TAMC (CFU/g} <= 10*3 <10

TYMC (CFU/g) <= 10~2 <10

Escherichia coli hssente/g - Absent/g Assente/g - Absent/g

CONTROLLO MATERIALE CONFEZIONAMENTO/PACKAGING MATERIAL CONTROL
Controlle confezionamente / Packaging Conforme / Comply Conforme / Comply

material control

Microbiological Analysis is carried out as skip test. Test frequency is based on the registration dossier and site
internal procedure.

This batch of product has been manufactured, including packaging and Quality Control, im full compliance with the
current GMP regquirements of the local Regulatory hAuthority

and with the specifications laid down in the Marketing Authcrization of the importing counlry.

The batch processing, packaging and analysis records have been reviewed and found to be in compliance.

Quality deviations, if any, have been fully invostigated and authorized.

The potential impact of the deviation on quality, safety or efficacy of the batch{es) concerned is negligible.
Periodic tests comply to specification requirements based on testing plan and could be provided upon HA request.
I hereby certify that the above informaticon are authentic and accurate.

Sanofi S.p.A.

- Quaklhied Ferson -
Dacision/Decisione: M AR A0 ?‘Q/}q PPRAOVED ﬂl
Datae/Data: L s5-2-/¢ [\"\Q{Aﬁ\“q- W C(/OL/Z‘

Responsible QA/Decisione QA: g oy /' (Dr. Alessandra Maurizio) /”_ A0

o
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